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CHEMIST'S REVIEW FOR Federal Register NDA Numbera~_279
.EREVIATEZD MEW DRUG APPLICATION |Statement Date
OR SUPPLEMZNT .

- o - AF  Number

:me and Address of Applicant (City and State) ‘ Original XX
Dasbury Pharmacal , Iac. Amendment —_—
Daabury, CT 06810 Supplement —_——
Resubmission _______
{Correspondance
Report —_—
Qther
irpose of Amendment/Supplement . |Date(s) of Submission(s)
EIR attestion November &, 1976
rarmacological Category ilame of Drug
urioscorie Probenecid with Colchicmixime
>sage Form(s) Potency(ies) riow Dispensed
‘ fox
Tablet 500 ng. vith 0.5 ng.
0T -
ackaging/Sterilization Samples Related I1dD/iiDA/MF
“ .

abeling Satosfactory yrevicusly per JBacsanyi

iologic Availability

Deferred at present

.

tablishment Inspection

Satisfactory curreatly per KBD 322

omponents, Composition, Manufacturing and Controls

" Satisfactery tests ea compeneansts amd drug

\emarks

Approve applicatioa

NATF

. . 8P Lol
conclusion M
EVITYIR _




. CHEMIST'S RCVIEW FOR -
ASSREVIATED IEH 08UG APPLICATION
| " OR SUPPLESINT .

?gﬁé?aT Régister o
Statem2nt Date

 Y@me and Adarass of Applicant (City and Stats)
Danbury Pharmacal, Inc. '

Danbury, CT 06810

.

driginal
Amendment
Supplement
Resubmission
Corraspondanca
Report

Other

|

XX

- Purposa of ~manamens/Supdlemens

% Pharmacological Catagory
gout .

ilame of Drug
Probenecid with Colchicine

Data(s) of S.ubmissicui{s})
February 11, 1975

' Dosage Form(s]

¢
i
:

Potency (ies)

How Dispansad

Tablet Probenecid 500 mg. Rigxx
Colchicine 0.5 mg.
: 0TC -
: Packaging/Starilizacion Sampias ReTated 1:D/0A/F.
light resistant N .
amber polystyrne Validated 12-383 for disimntegrat-

Sy

ion specs

Labeling

e b o e A L s Vs B

Satisfactory (JBacsanyi)

BloTog3i¢ Avatiabiltty

Deferred for this combination

; Establisament Inspection
Re-requested

-

Satisfactory

Componants, Composition, :Janufacturing and

Controls

' Remarks

Satisfactory inspection.

* ToncTusic .
| aclusion /1&1:_“5/#
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C.THISTHS RTVIZW s tederal Fecister DA Humber g, _srg
lhedianie aow ORUT R LICATIG !Statement Date
IR SUPPLINE!N
h2-12
———— ——= . F__Hurher 9
¢+ and Address of Apolicant {City and State) Original —
Danbury Pharmacal, Inc. Amendment ———
Danbury, CT 6810 - Supplement ———
- |Resubmission xo¢&x__ _
Correspondance
Report ———
Qtnher
Purpose of Amendirent/Supplement ' Date(s) of Suun.sanon(s,
November 12, 197k
Pharmacological Category ilame of Drug
gout Probenecid with Colchicine’
Dosage Form(s) Potency (ies) How Dispensed
R Joocx
Tablet--C.T. 500 mg. Probenecid, 0.5 mg.
— Colchicipe arTc
Packaging/Sterilization Samples Related [iD/iiDA/HF =
‘ . 12-383
Amber polystyrene Requested for validiation }
3

lin
eHins Previously satisfactory. Specific dosage recommendations on container vere

called to M.0, 's attention. (JBacsanyi)

Biologic Availability
Deferred for this combination.

Establishment lnspection
Previcusly requested

. e — e ——

Components, Ccmposition, Manufacturing and Controls

Controls applied to préduct require validation.

Remarks . pgsay suggested for colchicine raw material/
2. Full I.D. test for colchicine rav material.
3. Samples, content uniformity methodology, and complete results.

S

Conclusion Rev w/f : Jraylor 1-17-Th
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r..’!:‘.:'.I:‘,'r':’. nLYILDY FOR Federal Register - DA Number 8h o7
ORIV IRGCD JEM DS APPLICATION Statcment Date o - -279
on qu.u... T - J\lly 28, 1972 NIUDbC’_"' h2_129 ‘
- Toinn =X
N ond Aouress of Appilicanb (City and State) iginal ..
”Da;u A M pInc (e Amendment
bury Pharmacal, .. Supplement
Danbury, Connecticutt 06810 Resubmission
Correspondance
Report
Other ‘ :

lurpose of Amendnent/Supplenent

lharacologicul Catcédry Namc of Drug

April 10, ‘1974

Date(s) of Subrizzicziz,

Chronic gouty arthritis ‘Probenfcid with Colchicine . __
sage rorn(s) Potoyey (ies) Fiow Dispensed
Probenticid 300 mg. Rx [_'x:|
Tablet Colchicine 0.5 ng. :
0TC

Environmental Im;m.t Ana:L{s:Ls Samples Related LiD/iDi/:c;
Report oL REQUEST ON RBSUHISSIOH

Satisfactory = - IF ANALYSIS I8 REASO!IAH.B -

Loeling 4
: Sttiafactory (Bacsanyi)

was aatiaftctory

I cheched with him on dosage mtmt on conttinor hbel, bnt he felt it

Biologic Aveilzbility
* . Deferred

Establishment In-pec..mn .

Inspection was requested L-12.7h by mnu- beetnu of_ recent rmlln due to -

mislabeling.

=

. Coaponents, Coaposition, lanufacturing and Controls

HN See below.

__10. Container and closure specifications since colchicine is light sensitive.

Remarks ™y ™ oniasion of I.D. tests for finisbed. dosage form.

2. No standard used in colchiffe analysis--Just extinctiz: coefficient,

3. Gestric fluid used INEENNXMXinstead of water for dis tion.

4. No content uniformity analysis for colchicm ‘

5. Clarify limits on weight variation.

6. Omission of microbial limit test for Primojel. . . ~

7. Omission of specs for procou. .

8. p. 26 assay procedure for probengeid is unintedligidle. ) ;
9. N.F. XEI referenced for ethylcellulose. - Request supplier specs.

10. PEf¥Povidone modified test for aldehydes in 3rd supplement cmitted.
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